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Remark on Protest ^he additional search fees were accompanied by the applicant's protest. 

I 1 No protest accompanied the payment of additional search fees. 
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1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant aecordlng to Article-36. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which hav 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 
I S Basis of the report 



II 
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Priority 


III 
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Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 


IV 




Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 


VI 
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Certain documents cited 


VII 
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Certain defects in the international application 


Vlli 


SI 


Certain observations on the international application 



Date of submission of the demand 
03/02/1999 


Date of completion of this report 
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t I, lU. 


Name and mailing address of the international 
preliminary examining authority: 

^ European Patent Office 
m)) D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 


Authorized officer 

Katsoulas, K \\ // 
Telephone No. +49 89 2399 861 3 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/GB98/01 975 



I. Basis of th report 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed*' and are not annexed to 
the report since they do not contain amendments,): 

Description, pages: 

1 -20 as originally filed 

Claims, No.: 

1 -65 as originally filed 

Drawings, sheets: 

1 /3-3/3 as originaHy filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 
IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 

□ paid additional fees. _ - — _ _ - 

□ paid additional fees under protest. 

S neither restricted nor paid additional fees. 
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2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fe s. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

H not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of intemational preliminary 
examination in establishing this report: 

□ all parts. 

IS the parts relating to claims Nos. 1-42. 



V. Reasoned statement under Article 35(2) with regard to novelty, Inventive step or Industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-42 

No: Claims 

Inventive step (IS) Yes: Claims 6,18,22-27 

No: Claims 1-5,7-17,19-21,28-41 

Industrial applicability (I A) Yes: Claims 1-42 

No: Claims 



2. Citations and explanations 
see separate sheet 



VIII. Certain observations on the international application 

Th following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet . _ 
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EXAMINATION REPORT - SEPARATE SHEET 

D1: EP-A-0096306; D2: US-A-4101423 
Ad Section IV: 

1 . The separate inventions/groups of invention are: 

A: Claims 1-42 concerning a filter assembly essentially comprising a heat 
sterilisable plastics housing, a filter element embedded in end caps and water 
wettable joints between the filter element and the end caps. 

B: Claims 43-51 concerning a filter assembly comprising a heat sterilisable 
plastics housing and an integrity testable filter element. 

C. Claims 52-65 concerning a valve for a filter assembly. 

2. The common subject-matter of groups A and B i.e. a filter assembly comprising a 
heat sterilisable plastics housing comprising a filter element is generally known 
from e.g. US-A-3939078, US-A-4361483 and US-A-5531848, as already indicated 
by the International Search Authority on 26.10.98 (Form 206). Since the 
distinguishing feature(s) of the independent claims of groups A and B are neither 
the same or equivalent, these claims lack unity a posteriori . 

3. None of the features of independent claim 52 in group C is included in either claim 
1 (group A) or claim 43 (group B). It follows that no single general inventive 
concept is present (Rule 13.1 PCT) and as such claim 52 lacks unity a priori. 

4. In the absence of any response, preliminary examination has been carried out 
based on group A, which is considered as the main group. 

Ad Section V: 

1 . Claim 1 differs from D1 , which is considered as the closest prior art, the first and 
second end caps (35,36) form respective water-wettable joints with the filter — 

^ medium. The problem to be solved concerns the ability of the filter element to be 

integrity tested. The same solution for the same problem however is addressed in 
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D2, wherein a hydrophilic sealing material Qoint) is required to seal the hydrophilic 
membrane to the hydrophobic end cap. It is noted that the same disclosure of D2 
is also present on page 11 of D1 itself. Thus, no inventive sep can be 
acknowledged (Art. 33(3) PCI). 

2. The additional features of claims 2, 7-9, 13-17, 28 and 29 are also known from 
D1 (Art. 33(3) PCT). 

3. The particular embodiments defined by claims 6, 18, 19 and 22-27 are not 
derivable from the available art, either alone or in combination. It follows that 
these claims meet the requirements of Art. 33(3) PCT. 

Ad Section VlTl: 

1 . In claim 1 it is unclear how said first and second end caps (35,36) form respective 
water-wettable joints with the filter medium, since said end caps have only been 
defined as of a plastics material (Art. 6). 

2. Throughout the description, only the use of hydrophobic materials for the filter 
medium has been indicated. No support is available how these materials are 
rendered water-wettable, to fall within the scope of claim 1 (Art. 6 support). 

3. For the present preliminary examination, it is assumed that both the filter element 
and the end caps are either hydrophilic or hydrophobic, which are made water- 
wettable by modification (cf. claim 4). Claim 1 should be in this respect 
appropriately restricted. 

4. Independent claim 1 is not in the two-part form in accordance with Rule 6.3(b) 
PCT, which in the present case would be appropriate, with those features known 
in combination from the prior art (document D1) being placed in a preamble (Rule 
6.3(b)(i) PCT) and with the remaining features being included in a characterising 
part (Rule 6.3(b)(ii) PCT). 
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1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 



2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 



3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by perfomning certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 



Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation ot any annexes to the intemational preliminary examination report. It is the applicant's 
responsibility to prepare and fumish such translation directly to each elected Office concemed. 



For further details on the applicable time limits and requirements of the elected Offices, see Volume Jl of the 
PCT Applicant's Guide. 
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1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 



and is transmitted to the applicant-according to Article 36. 
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I. Basis of th r port 

1 . This report has been drawn on the basis of {substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1 -20 as originally filed 

Claims, No.: 

1 -65 as originally filed 
Drawings, sheets: 

1/3-3/3 as originally-filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70, 2(c)): 

4. Additional observations, if necessary: 
IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

H neither restricted nor paid additional fees. 
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2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

H not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

H the parts relating to claims Nos. 1-42. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-42 

No: Claims 

Inventive step (IS) Yes: Claims 6,18,22-27 

No: Claims 1-5,7-17,19-21,28-41 

Industrial applicability (!A) Yes: Claims 1-42 

No: Claims 



2. Citations and explanations 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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D1: EP-A-0096306; D2: US-A-4101423 
Ad Section IV: 

1. The separate inventions/groups of invention are: 

A: Claims 1-42 concerning a filter assembly essentially comprising a heat 
sterilisable plastics housing, a filter element embedded in end caps and water 
wettable joints between the filter element and the end caps. 

B: Claims 43-51 concerning a filter assembly comprising a heat sterilisable 
plastics housing and an integrity testable filter element. 

C. Claims 52-65 concerning a valve for a filter assembly. 

2. The common subject-matter of groups A and B i.e. a filter assembly comprising a 
heat sterilisable plastics housing comprising a filter element is generally known 
from e.g. US-A-3939078, US-A-4361483 and US-A-5531848, as already indicated 
by the International Search Authority on 26.10.98 (Form 206). Since the 
distinguishing feature(s) of the independent claims of groups A and B are neither 
the same or equivalent, these claims lack unity a posteriori . 

3. None of the features of independent claim 52 in group C is included in either claim 
1 (group A) or claim 43 (group B). It follows that no single general inventive 
concept is present (Rule 13.1 PCT) and as such claim 52 lacks unity a priori. 

4. In the absence of any response, preliminary examination has been carried out 
based on group A. which is considered as the main group. 

Ad Section V: 

1 . Claim 1 differs from D1 . which is considered as the closest prior art, the first and 
second end caps (35,36) form respective water-wettable joints with the filter 
medium. The problem to be solved concerns the ability of the filter element to be 
integrity tested. The same solution for the same problem however is addressed in 
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D2, wherein a hydrophilic sealing material (jo\n\) is required to seal the bydrpphillc 
membrane to the hydrophobic end cap. It is noted that the same disclosure of D2 
is also present on page 1 1 of D1 itself. Thus, no inventive sep can be 
acknowledged (Art. 33(3) PCT), 

2. The additional features of claims 2. 7-9, 13-17. 28 and 29 are also known from 
D1 (Art. 33(3) PCT). 

3. The particular embodiments defined by claims 6, 18, 19 and 22-27 are not 
derivable from the available art, either alone or in combination. It follows that 
these claims meet the requirements of Art. 33(3) PCT. 

Ad Section VIII: 

1. In claim 1 it is unclear how said first and second end caps (35,36) form respective 
water-wettable joints with the filter medium, since said end caps have only been 
defined as of a plastics material (Art. 6). 

2. Throughout the description, only the use of hydrophobic materials for the filter 
medium has been indicated. No support is available how these materials are 
rendered water-wettable, to fall within the scope of claim 1 (Art. 6 support). 

3. For the present preliminary examination, it is assumed that both the filter element 
and the end caps are either hydrophilic or hydrophobic, which are made water- 
wettable by modification (cf. claim 4). Claim 1 should be in this respect 
appropriately restricted. 

4. Independent claim 1 is not in the two-part form in accordance with Rule 6.3(b) 
PCT, which in the present case would be appropriate, with those features known 
in combination from the prior art (document D1) being placed in a preamble (Rule 
6.3(b)(i) PCT) and with the remaining features being included in a characterising 
part (Rule 6.3(b)(ii) PCT). 
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1 

The invention relates to filter assemblies. 

A known form of filter assembly comprises a housing providing 
an inlet port and an outlet port with a filter element being 
held in the housing and comprising a filter medium having a 
central passage extending between first and second ends of the 
filter medium. The first end of the filter medium is 
connected to an end cap to close the passage and the second 
end of the filter medium is in fluid communication with a port 
of the housing. 

In this way, fluid passing to the housing flows through the 
filter medium in a path including the inlet port, the outlet 
port and the passage. Such filters are used extensively for 
medical, biomedical and pharmaceutical purposes. 

It is a requirement of such filter assemblies that the filter 
element must be capable of being integrity tested. For water- 
wettable filter media integrity can be tested by the Water 
Bubble Point Test or the Diffusive Forward Flow Test. In the 
Water Bubble Point Test, the filter element is plac ed in a 
water bath with both the first and second ends of the passage 
closed and air is pumped into the passage at a pressure which 
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is increased until the first bubble is observed on the 
exterior of the filter medium. If the structure of the filter 
medium has integrity over its whole volume, this first bubble 
will appear at a predetermined pressure. If a bubble or 
bubbles appear at a lower pressure, it is an indication that 
the structure of the filter medium is not uniform over the 
whole volume of the filter medium. This can indicate the 
incidence of passages through the filter medium which might 
allow the passage through the medium in use of unfiltered or 
only partly filtered fluid. 

In the Diffusive Forward Flow Test, the filter medium is 
wetted with water and surplus water is removed. Air is 
applied to one side of the medium at a specified pressure and 
the diffusive air flow rate is measured. This diffusive air 
flow rate has been found to be related to the removal rating 
of the medium. A greater than expected flow rate can indicate 
lack of integrity of the medium. 

However, the connection to a water-wettable filter medium of 
an end cap can change the characteristics of the medium so 
that integrity testing is no longer possible. For example, 
the connection can produce hydrophobic zones in the medium 
which do not wet out in the integrity test and thus plainly 
affect the performance of the medium in the integrity test. 
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For this reason, the rnaterials of the filter medium and the 
end cap are usually chosen so that connection of the medium 
and the end cap does not affect the characteristics of the 
medium in a manner that would affect the medium's performance 
5 in an integrity test. 



The material of the end cap is also important for hydrophobic 
filter media. Some hydrophobic filter media are easily 
damaged by heat. These media are attached to the end cap by 

10 heating the end cap to soften the end cap and inserting the 

first end of the medium into the end cap while the end cap is 
softened. It is therefore important to choose a material for 
the end cap that softens at a relatively low temperature such 
that the connection can be carried out without damaging the 

15 media. 



However, it is also a requirement for such filter assemblies 
that have medical, biomedical and pharmaceutical uses that 
they can be sterilized to allow for repeated use. There are 
20 two principal forms of sterilization; in situ steam 

sterilization and steam autoclaving. In in situ steam 
sterilization, instead of fluid to be filtered passing to the 
filter assembly, high pressure and high temperature steam are 
passed through the filter assembly. For example, the steam 



25 



10 
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Steam autoclaving, the filter assembly is removed from 
associated equipment and transferred to an autoclave where it 
is steam sterilized. The filter assembly is then removed from 
the autoclave, transferred aseptically and replaced in the 
equipment. A typical filter assembly might need sterilizing 
100 times in its lifetime. 

Where the housing of such a filter assembly is made of a 
plastics material, the second end of the filter medium is 
usually connected to the housing by heating the housing 
material and inserting the second end of the filter medium 
into the housing material. For water-wettable media, in order 
to produce a water wettable joint for integrity testing 
purposes, it is thus necessary to have the housing of an 
15 appropriate material that produces the required join. For 

hydrophobic media that are relatively easily damaged by heat 
it is necessary for the plastics material of the housing to 
have a relatively low softening temperature. Such plastics 
materials are not able to withstand the pressures and 
20 temperatures of in situ steam sterilization. Accordingly, 

such filter assemblies must be sterilized by autoclaving. 
This requires the filter assembly to be removed from service, 
autoclaved and then transferred aseptically back into service. 
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The known alternative is to house the filter element in a 
metal housing. The metal will withstand the temperatures and 
pressures of in situ steam sterilization but metal housings 
are typically much bulkier than plastics housings and are more 
5 expensive to produce and require cleaning before re-use. 



According to a first aspect of the invention, there is 
provided a filter assembly comprising a plastics housing 
providing an inlet port and an outlet port, the material of 

10 the housing being such that the assembly can be sterilized by 

subjecting the interior of the housing to steam under pressure 
while the exterior of the housing is at atmospheric pressure 
without damaging the housing, a filter element held in the 
housing and comprising a filter medium of water wettable 

15 material having a central passage extending between first and 

second ends of the filter medium, the first end of the filter 
medium being embedded in a first end cap of a plastics 
material to close said passage and the second end of the 
filter medium being embedded in a second end cap of a plastics 

20 material, said second end cap providing a fluid connection 

between said passage and one of said ports, the first and 
second end caps forming respective water-wettable joints with 
the filter medium. 
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By end capping both ends of the filter medium, water wettable 
joints can be produced and a different material used for the 
housing that is steam sterilizable in situ. 

According to a second aspect of the invention, there is 
provided a filter assembly comprising a housing having an 
inlet and an outlet and a filter element that is integrity 
testable by the Diffusive Forward Flow Test or the Water 
Bubble Point Test, that is held in the housing and that 
comprises a filter medium having a central passage extending 
between first and second ends of the filter medium, the 
housing being formed from a plastics material that is steam 
sterilizable . 

It is also a problem with such filter assemblies in providing 
valves for the inlet port and the outlet port. Such valves 
need to be capable of steam sterilization, and many are not. 

According to a third aspect of the invention, there is 
provided a valve for a filter assembly comprising an annular 
sleeve surrounding a passage of generally circular cross- 
section, movement of said sleeve in one sense opening said 
valve and movement of said sleeve in a sense opposite said one 
sense closing said valve. 
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According to a fourth aspect of the invention there is 
provided a valve comprising a part defining a cylindrical 
passage and a valve member movable between a first position in 
which the member sits in and seals against the circumference 
of the passage to close the valve and a second position in 
which the member is located out of the passage to open the 
valve . 

The following is a more detailed description of an embodiment 
of the invention, by way of example, reference being made to 
the accompanying drawings in which: - 

Figure 1 is an exploded view of a filter assembly showing 
first and second parts of a filter housing, a filter element 
within the housing and valves connected to inlet and drainage 
ports of the housing, 

Figure 2 is a cross-section on the axis of the housing of 
Figure 1, showing one valve in an open position and a second 
valve in a closed position. 

Figure 3 is detail B of Figure 2 showing the open valve to a 
larger scale, and 
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Figure 4 is detail C of Figure 2 showing the closed valve to 
a larger scale. 

Referring to the drawings, and particularly Figure 1, the 
filter assembly comprises a housing indicated generally at 10, 
a filter element 11 encapsulated in the housing 10 and two 
valves 12 carried by the housing 10. 

The housing 10 comprises a first housing part 13 and a second 
housing part 14. Both parts are made, for example moulded, 
from a polysulphone material. The first housing part 13 
includes an end wall 15 provided with an inlet port 16 for the 
medium to be filtered, and a circular cross-section side wall 
17 extending downwardly from the end wall 15 and terminating 
at a circular edge 18. An outwardly facing annular rebate 19 
is formed in the side wall 17 adjacent the edge. 

An air vent port 2 0 is formed at the junction between the end 
wall 15 and the side wall 17 and extends in a direction 
generally radially relative to the axis 21 (see Figure 2) of 
the housing 10. The inner surface 60 of the air vent port 20 
defines a passage having a smaller diameter portion 22 closer 
to the ^ide wall 17 and a larger diameter portion 23 further 
from the side wall 17 and terminating at the end of the air 
vent port 20. Five ribs 61 extend into the larger diameter 
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portion 23 from the inner surface 60. The ribs 61 are spaced 
equi -angularly around the surface 60. Each rib 61 has an edge 
62 that is continuous and in line with the inner surface 60 at 
the small diameter portion of the passage. 

The air vent port 20 has an exterior surface 24 provided with 
an annular groove 25 adjacent the end of the port 20 which 
carries an 0-ring seal 26. In addition, this surface 24 has 
two pins 27 projecting radially from the surface at respective 
positions on the surface spaced from the end of the port 20. 
The function of the seal 26 and the pins 27 is described 
below . 

The second housing part 14 includes a second end wall 28 
provided with a disc-shaped stand 29. The second end wall 28 
has its end remote from the stand of generally annular shape 
coaxial with the axis 21 of the housing 10. This portion of 
the second end wall 28 is provided with an inwardly facing 
rebate 30. 

As best seen in Figure 2, the second end wall 28 has an outlet 
port 31 in the form of a generally circular cross-section 
passage co-axial with the axis 21 of the housing 10 and 
extending through the second end wall 28 and the stand 29. 
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The end of the outlet port 31 within the housing 10 forms an 
annular flange 32. 

A drainage port 33 is provided in the second end wall 28 and 
5 extends radially from the second end wall 28 relative to the 

axis 21 of the housing 10. The drainage port 33 is 
constructed similarly to the air vent port 20 (parts common to 
the two ports 20,33 are given the same reference numerals and 
will not be described in detail) . 

0 

The filter element 11 comprises a filter medium 34, a first 
end cap 35, a second end cap 3 6 and a cage 37. The filter 
medium may be of any convenient material and any convenient 
shape that provides a central passage for the flow of fluid to 
5 be filtered. For example, the filter medium 34 may be 

annular. The material may be pleated or unpleated. Examples 
of suitable filter media are those sold by Pall Corporation 
under the trade marks ULTIPOR, FLUORODYNE, SUPOR and EMFLON. 

0 The filter medium 34 has a first end and a second end with the 

passage extending between the ends. The first end cap 35 is 
disc-shaped and is formed from a plastics material. The first 
end cap 3 5 is preferably connected to the first end of the 
filter medium 34 by heating the end cap 35 to soften the end 
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cap 35 and then inserting the filter medium into the softened 
end cap material to form a join. 

The material of the first end cap 3 5 is chosen so that, when 
the filter medium 34 is connected to the first end cap 35, the 
characteristics of the medium 34 are not materially changed. 
In particular, when the filter medium 34 is of a water- 
wettable material, the material of the first end cap is chosen 
to that a water wettable joint is formed between the filter 
medium 34 and the first end cap 35. In this case, the end cap 
material will depend on the material of the filter medium 34 . 
For example, when the filter medium 34 is a FLUORODYNE or 
SUPOR medium, the end cap 35 may be composed of polypropylene. 
When the filter medium 34 is composed of a nylon material the 
first end cap 35 may be composed of a polyester or nylon 
material . 

It is important to obtain a water-wettable joint between 
water-wettable filter media and the first end cap 35 in order 
to allow the filter element to be integrity tested. An 
integrity test involves the filter element being placed in a 
bath of water (with the ends of the passage closed) and air is 
then supplied to the passage at increasing pressure. The bath 
is then observed to determine at what pressure the first 
bubble appears on the exterior of the filter medium. If the 
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porous structure of the filter medium is integral over the 
whole area of the filter medium, then the first bubble will 
appear at a relatively high pressure. If, however, the porous 
structure is not integral over the whole area of the filter 
medium 34, then the first bubble will appear at a relatively 
lower pressure. If the junction between the first end cap 35 
and the filter medium 34 is not water- wet table , it creates a 
hydrophobic zone through which air passes readily since the 
porous structure is not wetted out by water. Although this 
does not normally affect filtration during use of the 
assembly, it is not possible to test the integrity as 
described above. The formation of hydrophobic zones similarly 
prevents the medium being tested by the Diffusive Forward Flow 
Test described above. 

Where the filter medium 34 is hydrophobic, it is important to 
ensure that the first end cap 35 is composed of a material 
that can be softened at a temperature that is sufficiently low 
so that the integrity of the medium 35 is not damaged by the 
insertion process. For example, when the filter medium 3 4 is 
composed of PVDF (such as an EMFLON 2 medium) the first end 
cap 35 may be composed of polypropylene. Where the filter 
medium 35 is composed of PTFE, which is relatively resistant 
to heat, it is also preferable to use polypropylene end caps. 
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The second end cap 3 6 comprises a flat annular portion 38 with 
a central aperture. A projecting tube 3 9 surrounds the 
aperture and extends away from the filter medium 34 in a 
direction normal to the plane of the flat annular portion 38. 
The tube 3 9 is provided with two annular seals 40 on its 
exterior surface 41. Four flanges 42 project radially 
outwardly of the flat annular portion 38 and are equi- 
angularly spaced around this portion 38. 

The outer diameter of the tube 39 is generally equal to the 
interior diameter of the outlet port 31. 

For any filter medium 34, the material of the second end cap 
is chosen based on the same considerations affecting the 
choice of the material of the first end cap. The material of 
the second end cap 36 will normally, but not necessarily, be 
the same as the material of the first end cap 35. The filter 
medium 34 is connected to the second end cap 3 6 by heating the 
second end cap 36 and then inserting the filter medium 34 into 
the softened material. The cage 37, which is of known type, 
surrounds the exterior surface of the filter medium 34 between 
the first and second end caps 35,36. 



The filter element 11 is mounted in the housing in the 
following way. First, the. tube 39 on the second end cap 36 is 
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inserted into the outlet port 31 in the second end wall 28, 
The seals 40 prevent leakage between these parts. When fully 
inserted, the flange 32 of the outlet port 31 bears against 
the under-surf ace of the flat annular portion 38 of the second 
5- end cap 36. This holds the filter element 11 in the second 

end wall 28 coaxial with the housing axis 21. In addition, it 
connects the interior passage of the filter medium 34 with the 
outlet port 31 via the tube 39. 



10 The first housing part 13 is then placed over the filter 

element 11 with the edge 18 fitting within the second end wall 
28 and the rebate 19 adjacent this edge mating with the rebate 
30 in the second end wall 28. The first and second housing 
parts 13,14 are then welded together around the rebates 19,30. 



When so positioned, the edge 18 of the side wall 17 bears 
against the flanges 42. The effect of this is to clamp the 
filter element 11 between this edge 18 and the end of the 
2 0 flange 3 2 surrounding the outlet port 31 and contacting the 

second end cap 36. In this way, the filter element 11 is 
held firmly in position encapsulated in the housing 10. 



25 



Referring next to Figures 3 and 4 in particular, the valves 12 
control flow through the air vent port 20 and the drainage 
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port 33. The valves 12 are identical and so only one of them 
will be described. 

The valve 12 comprises an elongated valve member 43 which is 
generally circular in cross -section . The valve member 43 has 
a blind end 44 within the associated port. The blind end 44 
carries an O-ring 45 in a groove provided on an exterior 
surface. The remainder of the valve member 43 has an axial 
passage 46 leading to a connector 47 for connection to a hose 
or pipe. In Figure 3 the connector 4 7 has an annular 
triangular-section rib 63 and in Figure 4 the connector 47 has 
a succession of axially spaced ribs 64. At least one radial 
passage 48 connects the end of the axial passage 46 adjacent 
the blind end 44 with the exterior surface of the valve member 
43 . 

A sleeve 49 is arranged coaxially with the axis of the valve 
member 4 3 and is spaced from the valve member 4 3 by an annular 
radially extending flange 50. The sleeve 49 is a sliding fit 
over the exterior surface 24 of the associated port 20,31. In 
addition, the sleeve is provided with two helical slots 51 
(seen best in Figure 1) extending around a portion of the 
sleeve 49. Each pin 27 is received in a respective one of the 
slots 51. 
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The sleeve 49 can thus be rotated relative to the associated 
port 20,33 with such rotation being controlled by the 
engagement of the pin 27 in the slot 51 to cause the sleeve 4 9 
also to move axially relative to the associated port 20,33. 
This rotation can take place in both senses. 

The effect of this rotation is best seen in Figures 3 and 4. 
At one limit of rotation in one sense, as seen in Figure 3, 
the blind end 44 of the valve member 43 lies in the larger 
diameter portion 23 of the associated port 20,33. When so 
positioned, the valve member 43, and the associated O-ring 45, 
do not obstruct the port and so allow flow into the port, 
through the radial passage 48 and along the axial passage 46. 
Reverse flow is, of course, also possible. Leakage around the 
sleeve 49 is prevented by the O-ring seal 26 on the exterior 
surface 24 of the port 20,33. The O-ring 45 is kept pressed 
into the groove on the outer surface of the blind end by the 
ribs 61 - the edges 62 bearing against the O-ring 45. 

Rotation of the sleeve 4 9 in the opposite sense moves the 
blind end 44 into the smaller diameter portion. The O-ring 45 
is guided into the smaller diameter portion by the edges 62. 
Maximum rotation in the opposite sense disposes the valve 
member as shown in Figure 4. In this disposition, the blind 
end 44 lies within the smaller diameter portion 22 of the 
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associated port 20,33. The 0-ring 45 seals against the inner 
surface 60 of the port 20, 33 so preventing flow through the 
value. It will be appreciated that because the seal is made 
against the circumference of the smaller portion 22 (and not, 
for example, against a radially extending seat) the port 20, 
33 and the valve member 43 can undergo differential expansion 
during heating without causing damage to the valve as the 
blind end 44 simply moves axially with the small portion 22. 

Thus, by twisting the sleeve 4 9 is one sense or the other, the 
associated port 20, 33 can be opening or closed. It will also 
be appreciated that the pin 27 and slot 51 mechanism prevents 
the valve 12 being disengaged completely from the associated 
port 20, 33. 

The valves 12 are preferably made from a polysulphone 
material . 

The housing parts 13, 14 and the valves 12 may also be made 
from any other suitable plastics material capable of 
withstanding in-line sterilization. As stated above, in-line 
sterilization involves passing steam under pressure through 
the housing. The exterior of the housing is kept at 
atmospheric pressure and so there is a pressure differential 
across the housing. The minimum temperature and pressure of 
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steam commonly used for sterilization is generally about 121°C 
at about 1 bar above atmospheric pressure, although in some 
circumstances, in particular if exposure to the steam is 
prolonged, sterilization may be achievable at lower 
temperatures and pressures. However, it is often desirable to 
sterilize the assembly in-line under harsher conditions, for 
example using steam at about 142°C and about 2.83 bar above 
atmospheric pressure. The housing is preferably resistant to 
such harsher conditions. Examples of plastics other than 
polysulphone that are suitable are PEEK, PEK, 
polyphenyleneoxide , polyphenylenesulphide , polyethersulphone 
polyalkoxysulphone and polyarylsulphone . 

In use, the filter assembly described above with reference to 
the drawings is mounted in a line containing a fluid to be 
filtered. This may be, for example, a medical, biomedical or 
pharmaceutical fluid. A tube leading from a source of fluid 
to be filtered is connected to the inlet 16. The outlet port 
31 is connected to a receiver of filtered fluid. The drainage 
port 33 is connected to a tube leading to a receiver for 
drained fluid. The valve 12 of the air vent port 20 is opened 
and the valve 12 of the drainage port 33 is closed. Fluid to 
be filtered is then fed through the inlet 16 to fill the 
housing 10. The air vent port 20 is then shut. The fluid 
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passes through the filter medium 34 where it is filtered and 
the filtered fluid enters the passage before passing through 
the tube 39 and the outlet port 31. 

When the filter assembly is to be sterilized, the inlet 16 is 
disconnected from the supply of fluid to be filtered and the 
outlet port 31 is disconnected from the receiver of filtered 
fluid. The drainage port valve 12 is open to drain excess 
fluid from the housing 10. The inlet 16 is then connected to 
a supply of steam under pressure and the outlet port 31 is 
connected to a drain. The valves 12 are left slightly open. 
Steam at the pressure of several bars and a temperature of 
about 140°C is then fed through the housing to steam sterilize 
the filter material 34 and the other components. The housing 
10, since it is made of polysulphone (or another suitable 
plastics material) , is able to withstand the temperature and 
pressure of the steam. The same is true of the valves 12; 
because they are made of polysulphone (or another suitable 
plastics material) , they will withstand the in-line steam 
sterilization without damage. 

Once steam sterilization is complete, water can be drained by 
fully opening the drainage port valve 12 and the filter 
assembly reconnected for filtering fluid. 
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By separating the caps 35,36 from the housing 10, these parts 
can be made in different materials to provide the water 
wettability necessary for the filter medium 34 and the 
resistance to in-line steam sterilization necessary for the 
housing 10. 



It will be appreciated that there are a number of 
modifications that can be made to the arrangement described 
above . 

The valves 12 need not be as described above. Any suitable 
valves could be used. The plastics material of the housing 10 
need not be polysulphone , it could be any material that is 
capable of withstanding in-line steam sterilization. The 
filter element 11 need not be clamped in the housing 10 as 
described, it could be held in any suitable way. The cage 3 7 
need not be as described, any suitable cage could be provided. 
The filter medium 34 may be provided with upstream and/or 
downstream drainage layers. 
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CLAIMS 

1. A filter assembly comprising a plastics housing (10) 

providing an inlet port (16) and an outlet port (31) , the 
material of the housing (10) being such that the assembly can 
be sterilized by subjecting the interior of the housing (10) 
to steam under pressure while the exterior of the housing (10) 
is at atmospheric pressure without damaging the housing, a 
filter element (11) held in the housing (10) and comprising a 
filter medium (34) of water wettable material having a central 
passage extending between first and second ends of the filter 
medium (34) , the first end of the filter medium being embedded 
in a first end cap (35) of a plastics material to close said 
passage and the second end of the filter medium being embedded 
in a second end cap (36) of a plastics material, said second 
end cap (36) providing a fluid connection between said passage 
and one of said ports (16,31), the first and second end caps 
(35,36) forming respective water-wettable joints with the 
filter medium (34) . 

2. A filter assembly according to claim 1, wherein said 

embedding involves heating the end caps (35,36) to soften the 
end caps and inserting each one of said first and second ends 
into the associated end cap (35,36) while the associated end 
cap (35,36) is softened. 
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^- ^ filter assen±>ly according to claim 2, wherein said 

first and second end cap plastics material is such that the 
characteristics of the filter medium (34) adjacent to the end 
caps are not altered by said embedding. 

^- ^ filter assembly according to any one of claims 1 to 

3, wherein the filter medium (34) is composed principally of 
PVDF which has been modified to make the medium water- 
wettable, and the first and second end caps (35,36) are 
composed of polypropylene. 



^' ^ filter assembly according to any one of claims 1 to 

3, wherein the filter medium (34) is composed principally of 
polysulphone which has been modified to make the medium water- 
wettable, and the first and second end caps (35,36) are 
composed of polypropylene. 

6. A filter assembly according to any one of claims 1 to 

3, wherein the filter medium (34) is a FLUORODYME or SUPOR 
medium and the first and second end caps 35,36 are composed of 
polypropylene . 



7. A filter assembly according to any one of claims 1 to 

3, wherein the filter medium (34) is composed of a nylon 
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material and the first and second end caps (35, 36) are 
composed of a polyester or a nylon material. 

8. A filter assembly according to any preceding claim 
wherein the filter element (34) is integrity testable by the 
Diffusive Forward Flow Test or by the Water Bubble Point Test. 

9. A filter assembly according to claim 2 or claim 3, 
wherein the plastics material of the first and second end caps 
(35,36) can be softened at a temperature which is sufficiently 
low such that the integrity of the filter medium (34) is 
undamaged when the filter medium (35,36) is inserted into the 
first and second end caps (35,36) when the first and second 
end caps (35,36) are at said temperature. 

10. A filter assembly according to claim 9, wherein the 
filter medium (34) is hydrophobic. 

11- A filter assembly according to claim 10, wherein the 

filter medium (34) is composed of PTFE and the first and 
second end caps (35,36) are composed of polypropylene. 

12. A filter assembly according to claim 10, wherein the 

filter medium (34) is composed of PVDF and the first and 
second end caps (35,36) are composed of polypropylene. 
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13. A filter assembly according to any preceding claim, 

wherein the housing (10) resists exposure of the interior of 
the housing (lO) to steam at about 121°C and about 1 bar above 
atmospheric pressure while the exterior of the housing (10) is 
exposed to atmospheric pressure . 



14. A filter assembly according to any preceding claim, 

wherein plastics material of the housing (10) is one of 
polysulphone, PEEK, pek, polyphenyleneoxide , 

polyphenylenesulphide, polyethersulphone, polyalkoxysulphone 
or polyarylsulphone . 



15. A filter assembly according to any preceding claim, 
wherein said filter medium (34) is generally annular, the 
first end cap (35) being generally disc-shaped and the second 
end cap (36) being generally annular with a central aperture 
for connection to one of said ports (16,31) of the housing. 

16. A filter assembly according to claim 15, wherein the 
filter medium (34) is pleated. 



17. A filter assembly according to claim 15 or claim 16, 

wherein the second end cap (31) includes a projection (39) 
defining a fluid path, said projection (39) being received in 
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the associated port (16,31) to provide fluid communication 
therebetween . 



18. A filter assembly according to claim 17, wherein said 

5 housing (10) includes first and second opposed end walls 

(15,28), said housing port (31) in fluid communication with 
the second end cap (31) being formed in said second end wall 
(28) , the filter element extending from said second end wall 
(28) towards said first end wall (15) . 

10 

19- A filter assembly according to claim 18, wherein the 

housing (10) has a side wall (17) of generally circular cross- 
section extending between said first and second end walls 
(15,28) . 

15 

20. A filter assembly according to any preceding claim, 

wherein the housing (10) is formed by first and second housing 
parts (13,14) connected together. 



21. A filter assembly according to claim 20 when dependent 

on claim 19, wherein the first housing part (13,14) includes 
said first end wall (15) and said side wall (17) and the 
second housing part (14) includes said second end wall (28) . 
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22. A filter assembly according to claim 20 or claim 21, 
wherein the first housing part (13) and the second housing 
part (14) co-operate to clamp the filter element (11) between 
said housing parts (13,14) to hold the filter element in the 
housing . 

23. A filter element according to claim 22, wherein the 
filter element (11) includes first and second oppositely 
facing clamping surfaces, the first housing part (13) bearing 
against the first clamping surface and the second housing part 
(14) bearing against the second clamping surface. 

24. A filter element according to claim 23, wherein said 
first and second clamping surfaces are formed on said second 
end cap (31) , 

25. A filter element according to claim 24, wherein the 
first clamping surface is formed on at least one flange (42) 
projecting from said second end cap (31) . 

26. A filter assembly according to claim 24 or claim 25, 
when dependent on claim 18, wherein said second clamping 
surface is formed on a portion of said second end cap (31) 
extending around said projection (34) . 
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27. A filter assembly according to claim 25 and claim 26 

wherein said first housing part (13) has a peripheral edge 
(18) remote from said first end wall (15) , said peripheral 
edge (18) bearing against said at least one flange (42) to 
5 force the second clamping surface against a portion of the 

second end wall (2 8) of the housing (10) around the associated 
port (31) . 



28. A filter assembly according to any preceding claim, 

10 wherein the filter medium (34) is annular and has a curved 

exterior surface surrounded by a cage (37) . 



29. A filter assembly according to claim 28 wherein the 

cage (37) is formed from the same material as the end caps 
15 (35, 36) . 



30. A filter assembly according to any preceding claim, 
wherein the housing (10) is provided with at least one valve 
(12) that is manually operable to open and close the valve, 

20 the valve when open providing a fluid flow path between the 

exterior and the interior of the housing (10) . 

31. A filter assembly according to claim 30, w herein th e 
or each said valve (12) is formed from materials that can be 

25 steam autoclaved. 
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32. A filter assembly according to claim 31, wherein the 
or each valve (12) is such that the assembly can be sterilized 
by subjecting the interior of the housing (10) to steam under 
pressure while the exterior of the housing (10) is at 
atmospheric pressure without damaging the valve (12) . 

33. A filter assembly according to claim 30, wherein the 
or each valve (12) is resistant to exposure of the interior of 
the housing to steam at about 121°C and about 1 bar above 
atmospheric pressure while the exterior of the housing is 
exposed to atmospheric pressure. 

34. A filter assembly according to any one of claims 30 to 
33, wherein the or each said valve (12) is formed principally 
from one of polysulphone , PEEK, PEK, polyphenyleneoxide , 
polyphenylenesulphide , polyethersulphone polyalkoxysulphone 
or polyarylsulphone . 

35. A filter assembly according to any one of claims 30 to 
35, wherein the or each valve (12) includes an annular sleeve 
(49) surrounding a passage (48) generally circular in cross- 
section, movement of said annular sleeve (4 9) in one sense 
opening said valve and movement of the annular sleeve (4 9) in 
a sense opposite said one sense closing said valve (12) 
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36. A filter assembly according to claim 35, wherein the 
or each passage (4 8) contains a valve member (43) , movement of 
the associated sleeve (49) causing said valve member (43) to 
move between a first position in which said valve member (43) 
permits flow through said passage (48) and a second position 
in which said valve member (43) prevents flow through said 
passage (48) . 

37. A filter assembly according to claim 36, wherein the 
or each valve member (43) moves axial ly relative to the 
associated passage (48) between said first and second 
positions . 

38. A filter assembly according to claim 37, wherein the 
sleeve (49) and the valve member (43) of the or each valve 
(12) are connected together, the sleeve (49) surrounding said 
associated passage (46) and the valve member (43) extending 
into an end of said passage (48) , said valve member (43) 
including a passage (48) which is in fluid communication with 
the associated passage (46) when the valve (12) is open and 
which is not in fluid communication when the valve (12) is 
closed . 



39. A filter assembly according to any one of claims 35 to 

38, wherein, for the or each valve (12), a mechanism acts 
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between the sleeve (4 9) and the housing (10) such that 
rotation of the sleeve (4 9) results in axial movement of said 
valve member (43) between said first and second positions. 

40. A filter assembly according to claim 39, wherein the 
or each mechanism limits the extent of the axial movement of 
the associated valve member (43) . 

41. A filter asserT±>ly according to claim 39 or claim 40 
wherein the or each mechanism comprises a pin (27) and a co- 
operating slot (51) . 

42. A filter assembly according to claim 41 wherein the or 
each pin (27) is carried on an exterior surface of the housing 

(10) and the associated slot (51) extends helically partially 
around the sleeve (49) . 

43. A filter assembly comprising a housing (10) having an 
inlet port (16) and an outlet port (31) and a filter element 

(11) that is integrity testable by the Diffusive Forward Flow 
Test or the Water Bubble Point Test, that is held in the 
housing (10) and that comprises a filter medium (34) having a 
central passage extending between the first and secon d ends of 
the filter medium (34) , the housing (10) being formed from a 
plastics material that is steam sterilizable . 
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44. A filter assembly according to claim 43, wherein the 
first end of the filter medium (34) is connected to a first 
end cap (35) to close said passage and the second end of the 
filter medium (34) is connected to a second end cap (36) , said 
end caps (35,36) forming respective water-wettable joints with 
the filter medium. 

45. A filter assembly according to claim 44, wherein the 
filter medium (34) is composed principally of PVDF which has 
been modified to make the medium water-wettable, and the end 
caps (35,36) are composed of polypropylene. 

46. A filter assembly according to claim 44, wherein the 
filter medium (34) is composed principally of polysulphone 
which has been modified to make the medium water-wettable, and 
the end caps (35,36) are composed of polypropylene. 

47. A filter assembly according to claim 44, wherein the 
filter medium (34) is a FLUORODYNE or SUPOR medium and the end 
caps (35,36) are composed of polypropylene. 

48. A filter assembly according to claim 44, wherein the 
filter medium (34) is composed of a nylon material and the end 
caps (35,36) are composed of a polyester or a nylon material. 
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49. A filter assembly according to any one of claims 43 to 
48, wherein the housing (10) is such that the assembly can be 
sterilized by subjecting the interior of the housing (10) to 
steam under pressure while the exterior of the housing (10) is 

5 at atmospheric pressure without damaging the housing (10) . 

50. A filter assembly according to any one of claims 43 to 
48, wherein the housing (10) resists exposure of the interior 
of the housing (10) to steam at about 121°C and about 1 bar 

10 above atmospheric pressure while the exterior of the housing 

(10) is exposed to atmospheric pressure. 



51. A filter assembly to any one of claims 43 to 50, 

wherein the housing (10) is composed of any one of 
15 polysulphone , PEEK, PEK, polyphenyleneoxide , polyphenylene- 

sulphide , polyethersulphone , polyalkoxylsulphone or 

polyarylsulphone . 



52. A valve for a filter assembly comprising an annular 

20 sleeve (49) surrounding a passage (46) of generally circular 

cross-section, movement of said sleeve (49) in one sense 
opening said valve and movement of said sleeve (4 9) in a sense 
opposite said one sense closing said valve. 
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53. A valve according to claim 52, wherein said passage 

(48) contains a valve member (43) , movement of said sleeve 

(49) causing said valve member (43) to move between a first 
position in which said valve member (43) permits flow through 
said passage (48) and a second position in which said valve 
member (43) prevents flow through said passage (48) . 

54. A valve according to claim 52, wherein said valve 
member (43) moves axially relative to said passage (48) 
between said first and second positions. 

55. A valve according to claim 54, wherein the sleeve (49) 
and the valve member (43) are connected together, the sleeve 
(49) surrounding said passage (48) and the valve member (43) 
extending into an end of said passage (48) , said valve member 
(43) including a passage (48) which is in fluid communication 
with the port passage (4 8) when the valve is open and which is 
not in fluid communication when the valve is closed. 

56. A valve according to claim 54 or claim 55, wherein a 
mechanism (27,51) acts between the sleeve (4 9) and the port 
such that rotation of the sleeve (49) results in axial 
movement of said valve member (43) between said first and 
second positions. 
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57. A valve according to claim 56, wherein said mechanism 
(27,51) limits the extent of the axial movement of the valve 
member (43) . 

58. A valve according to claim 56 or claim 57, wherein said 
mechanism comprises a pin (27) and a co-operating slot (51) . 

59. A valve according to claim 58 when dependent on claim 
55, wherein the pin (27) is carried on an exterior surface of 
the port and the slot (51) extends helically partially around 
the sleeve (49) . 

60. A valve comprising a part defining a cylindrical 
passage (48) and a valve member (43) movable between a first 
position in which the member (43) sits in and seals against 
the circumference of the passage (46) to close the valve and 
a second position in which the member (43) is located out of 
the passage (4 8) to open the valve. 

61. A valve according to claim 60, wherein the valve member 
(43) is connected to the part by a mechanism (27,51) which 
causes the member (43) to enter the passage (46) to form said 
seal as the member is rotated relative to the part. 
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62. A valve according to claim 61, wherein the valve member 
(43) is connected to a sleeve (49) extending around the part 
and said mechanism (27,51) acts between the sleeve (49) and 
the part . 

63. A valve according to claim 61 or claim 62, wherein the 
part defines a chamber continuous with the passage (48) , said 
valve member (43) lying in the chamber in said second portion. 

64. A valve according to claim 63, wherein the part has a 
plurality of ribs (63,64) extending into said chamber, each 
rib having an edge leading to the circumference of the passage 
(46) , said edges being spaced around the circumference of the 
passage (46) , the valve member (43) carrying an O-ring (26) 
which forms said seal with the passage (46), the ribs (63,64) 
guiding the O-ring (26) into the passage on movement of the 
member into the first position. 

65. A valve according to claim 67, wherein the valve member 
(43) moves on the axis of the passage (46) . 
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